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DETAILED ACTION 



Acknowledgements 



1. 



Claims 1-34 are pending 



For reference purposes, the document paper number is 20080724 



Claim Rejections - 35 USC § 101 



2. 



35 U.S.C. 101 reads as follows: 



Whoever invents or discovers any new and useful process, macliine, manufacture, or composition of matter, 
or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 



3. Claims 12-28 are rejected under 35 U.S.C. 101 based on Supreme Court precedent 
and recent Federal Circuit decisions. The Office's guidance to examiners is that a § 101 
process must (1 ) be tied to another statutory class (such as a particular apparatus) or (2) 
transform underlying subject matter (such as an article or materials) to a different state or 
thing. Diamond v. Diehr, 450 U.S. 175, 184 (1981); Parker v. Flook, 437 U.S. 584, 588 n.9 
(1978); Gottschalk v. Benson, 409 U.S. 63, 70 (1972); and Cochrane v. Deener, 94 U.S. 
780,787-88 (1876). 

An example of a method claim that would not qualify as a statutory process would be a 
claim that recited purely mental steps. Thus, to qualify as a § 101 statutory process, the claim 
should positively recite the other statutory class (the thing or product) to which it is tied. This 
can be done, for example, by identifying the apparatus that accomplishes the method steps, 
by positively reciting the subject matter that is being transformed, or by identifying the 
material that is being changed to a different state. 
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4. Applicant's method steps in claims 12 and 23 fail the first prong of the new Federal 
Circuit decision since they are not tied to another statutory class and can be performed 
without the use of a particular apparatus. Furthermore, the method steps fail to transform 
underlying subject matter to a different state or thing. 

Claims 13-22 and 24-28, as dependents of claims 12 and 23, are rejected under the 
same analysis. 



Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 23-28 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

7. Claim 23 is directed to a report, but recites a method. The claim is indefinite because 
it is unclear if the claim is directed to a product or a method. For examining purposes, the 
claim shall be interpreted as the equivalent of claim 12, a method comprising the steps of 
accessing clinically related data; accessing a knowledge base and selectively performing a 

comparative analysis of the clinically related data against the knowledge base. 

Claims 24-28, as dependents of claim 23, are rejected under the same analysis. 
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Claim Rejections - 35 USC § 102 



8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another 
who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this title before the 
invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 
1999 (AlPA) and the Intellectual Property and High Technology Technical Amendments Act 
of 2002 do not apply when the reference is a U.S. patent resulting directly or indirectly from 
an international application filed before November 29, 2000. Therefore, the prior art date of 
the reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AlPA (pre- 
AIPA 35 U.S.C. 102(e)). 

9. Claimsl -7, 9, 1 1 -1 8, 20, 22-27, 29-32 and 34 are rejected under 35 U.S.C. 1 02(e) as 
being anticipated by Rosenfeld et al. U.S. Patent No. 6,804,656. 

10. Claim 1 is rejected, as Rosenfeld teaches a system comprising a first interface to a 
clinical data store (Col. 19 lines 2-44); a second interface to a knowledge base (Col. 5 lines 
11-22; col. 22 lines 15-19); and an inference engine (Col 4. lines 8-13). 

Claims 12, 23 and 29 are rejected under the analysis of claim 1 . 



1 1 . With respect 2, Rosenfeld teaches a data warehouse (Col. 7 lines 7-10). 
Claims 13, 24 and 30 are rejected under the analysis of claim 2. 
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12. Claim 3 is rejected as Rosenfeld teaches the data warehouse storing clinically related 
data from at least one clinical facility (Abstract; Fig. 8A item 9034; Fig. 8B item 9038). 

Claims 4, 14 and 15 are rejected under the analysis of claim 3. 

13. With respect to claim 5, Rosenfeld teaches the comparative analysis comprising an 
analysis of at least one key performance indicator (Col. 43 lines 1 1-53). 

Claims 16, 25 and 31 are rejected under the analysis of claim 5. 

14. Claims 6 and 7 are rejected as Rosenfeld teaches the knowledge base comprising a 
set of clinical guidelines with best practices (Col 3. lines 51-55; col. 5 lines 1 1-22; col. 26 lines 
8-17). 

Claims 17, 18 and 26 are rejected under the analysis of claims 6 and 7. 

15. Claim 9 is rejected as Rosenfeld recites outcome information based on clinically 
related data and the knowledge base (Col. 5 lines 11-22; col. 43 lines 11-21). 

Claims 20, 27 and 32 are rejected under the analysis of claim 9. 



16. Claim 1 1 is rejected as Rosenfeld teaches storing the comparative analysis (col. 20 
lines 1-5). 

Claims 22 and 34 are rejected under the analysis of claim 1 1 . 
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Claim Rejections - 35 USC § 103 



1 7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 



1 8. Claims 8, 1 0, 1 9, 21 , 28 and 33 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Rosenfeld et al. U.S. Patent No. 6,804,656. 

19. For claim 8, Rosenfeld recites best practices data comprising pharmaceutical and 
medical procedure information (Col. 7 lines 24-67); and he discloses historical files (Col. 20 
lines 42-46). A predictable result of Rosenfeld would therefore be to include historical 
outcomes information in best practices for reuse when appropriate (KSR International Co. v. 
Teleflex Inc., 82 USPQ2d 1385 (U.S. 2007)). 

Claim 19 is rejected under the analysis of claim 8. 

20. With respect to claim 10, Rosenfeld discloses maintaining a performance mortality 
measure (Col. 16 lines 4-6); and outcome algorithms for antibiotic cost information (Col. 7 line 
31 ). A predictable result of Rosenfeld would be to include whatever information necessary 
(e.g. patient mortality and morbidity information, clinical cost information etc.) to better treat a 
patient. (KSR International Co. v. Teleflex Inc., 82 USPQ2d 1385 (U.S. 2007)). 

Claims 21 , 28 and 33 are rejected under the analysis of claim 10. 
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Conclusion 



21 . The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

a) Thangaraj et al. U.S. Pre-Grant Pub No. 2003/0208378 discloses many of 
Applicant's limitations such as clinical data repository, and analysis engine and key 
performance indicators. 

b) Bond et al. U.S Patent No. 6,177,940 discloses recites a system for data input 
and storage for correlation against group data. 

c) Papageorge U.S. Patent No. 6,584,445 recites output information including cost 
information depending on mortality and morbidity rates. 

22. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VALERIE LUBIN whose telephone number is (571)270-5295. 
The examiner can normally be reached on Monday-Friday 7:30-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher L. Gilligan can be reached on 571-272-6770. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status Information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to 
the Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 
(toll-free). If you would like assistance from a USPTO Customer Service Representative or 
access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 
571-272-1000. 
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/C Luke Gilligan/ 

Supervisory Patent Examiner, Art Unit 3626 



